FLURBI PROFEN TABLETS USP
DESCRI PTI ON

Fl urbiprofen is a nonsteroidal anti-flamatory agent.
Fl urbi profen is a phenyl al kanoi ¢ aci d derivative desi gnat ed
chemcally as (%)-2-(2-fluoro-4-biphenylyl)propionic acid.
The nol ecular formula is C  H3;FQ, with a nol ecul ar wei ght of
244.26. Flurbiprofen is a white or slightly yellow crystalline
powder. It is slightly soluble in water at pH 7.0 and readily
soluble in nost polar solvents. Its structural formula is:

Each tablet for oral admnistration contains ng of
flurbiprofen. In addition, each tablet contains the foll ow ng
inactive ingredients...

[Note To The Firm W refer you to USP CGeneral Chapter

<1091> for guidance concerning the citing of all inactive

i ngredients.]

CLI Nl CAL PHARVACOLOGY

Fl urbiprofen is a nonsteroidal anti-inflamratory agent which
has shown anti-inflamatory, anal gesic, and antipyretic
properties in pharmacol ogi c studies. As with other such drugs,
its node of action is not known. However, it is a potent
prostagl andin synthesis inhibitor, and this property nmay be
involved in its anti-inflamatory effect.

Fl urbi profen is well absorbed after oral adm nistration,
reachi ng peak blood levels in approximately 1.5 hours (range 0.5
to 4 hours). Admnistration with food alters the rate of
absorption but does not affect the extent of drug availability.
The elimnation half-life is approximately 6 hours w th 90% of
the half-life values from3 to 9 hours. Individual half-life
val ues ranged from2.8 to 12 hours. There is no evidence of drug
accunul ation and fl urbi profen does not induce enzynes that alter
its metabolism Excretion of flurbiprofenis 88%to 98% conpl ete
24 hours after the | ast dose.

Fl urbi profen is extensively metabolized and excreted
primarily in the urine, about 20%as free and conjugated drug and
about 50% as hydroxyl ated netabolites. About 90% of the
flurbiprofen in urine is present as conjugates. The naj or
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met abol ite, 4'-hydroxy-flurbiprofen, has been detected i n hunan
pl asma, but in animal nodels of inflammation this metabolite
showed little anti-inflamatory activity. Flurbiprofen is nore
t han 99% bound to human serum prot ei ns.

In a reported study the average maxi mum serum concentrati on
of flurbiprofen, following a 100 ng oral dose of flurbiprofen
tablets in normal volunteers (n=184), was 15.2 ug/nL, w th 90% of
t he val ues between 10 and 22 pg/nL. In geriatric subjects (n=7)
bet ween the ages of 58 and 77 years, 100 ng fl urbi profen
resulted in an average peak drug | evel of 18.0 pg/nL and an
average elimnation half-life of 6.5 hours (range 3 to 10 hours).
In geriatric rheunatoid arthritis patients (n=13) between the
ages of 65 and 83 years receiving 100 ng flurbiprofen, the
aver age nmaxi mum bl ood | evel was 12.7 pg/ nL and t he average
elimnation half-life was 5.6 hours (range 4 to 10 hours).

In a study assessing fl urbiprofen pharnacokinetics in end
stage renal disease (ESRD), nean urinary recovery of a 100 ng
dose was 73%in 48 hours for 9 nornmal subjects and 17%in 96
hours for 8 ESRD pati ents undergoi ng conti nuous anbul at ory
peritoneal dialysis. Plasnma concentrations of flurbiprofen were
about 40% | ower in the ESRD patients; the elimnation half-life
of flurbiprofen was unchanged. Elimnation of the 4'-hydroxy-
flurbiprofen nmetabolite was markedly reduced in the ESRD
pati ents. The pharnmacokinetics of flurbiprofen in patients with
decreased renal function but not ESRD have not been det erm ned.

The pharmacoki netics of flurbiprofen in patients with
hepati c di sease have not been det erm ned.

The efficacy of flurbiprofen has been denonstrated in
patients with rheumatoid arthritis and osteoarthritis. Using
standard assessnents of therapeutic response, flurbiprofen (200
to 300 ny/ day) denonstrated effectiveness conparable to aspirin
(2000 to 4000 nyg/day), ibuprofen (2400 to 3200 ng/day), and
i ndonet hacin (75 to 150 ny/ day).

In patients with rheunmatoid arthritis, flurbiprofen may be
used in conbination with gold salts or corticosteroids.

| NDI CATI ONS AND USAGE
Fl urbi profen tablets are indicated for the acute or

long-termtreatnent of the signs and synptons of rheunatoid
arthritis and osteoarthritis.

CONTRAI NDI CATI ONS
Fl urbi profen tablets are contraindicated in patients who

have previously denonstrated hypersensitivity to the product.
Fl ur bi prof en should not be given to patients in whom
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flurbiprofen, aspirin, or other nonsteroidal anti-inflamatory
drugs induce asthma, urticaria, or other allergic-type reactions.
Fatal asthmatic reactions have been reported in such patients
receiving this type of drug.

WARNI NGS

Ri sk of Gastrointestinal (@) Ucerations, Bleeding and
Perforation with Nonsteroidal Anti-inflanmmtory Therapy

Serious gastrointestinal toxicity, such as bl eeding,
ul ceration, and perforation, can occur at any tinme, with or
w t hout warning synptons, in patients treated chronically wth
nonsteroidal anti-inflamatory drugs. A though m nor upper G
probl ens, such as dyspepsia, are comon, usually devel oping early
in therapy, physicians should remain alert for ulceration and
bl eeding in patients treated chronically w th nonsteroida
anti-inflamatory drugs, even in the absence of previous A tract
synptons. In patients observed in clinical trials of such agents
for several nonths to two years, synptomatic upper G ulcers,
gross bl eeding, or perforation appear to occur in approxinately
1% of patients treated for 3 to 6 nonths, and in about 2 to 4% of
patients treated for one year. Physicians should informpatients
about the signs and/or synptons of serious @ toxicity and what
steps to take if they occur.

Studies to date have not identified any subset of patients
not at risk of devel oping peptic ulceration and bl eedi ng. Except
for a prior history of serious G events and other risk factors
known to be associated with peptic ul cer di sease, such as
al coholism snoking, etc., norisk factors (e.g., age, sex) have
been associated with increased risk. El derly or debilitated
patients seemto tolerate ulceration or bleeding | ess well than
ot her individuals and nost spontaneous reports of fatal G events
are in this population. Studies to date are inconcl usive
concerning the relative risk of various nonsteroidal
anti-inflamatory agents in causing such reactions. H gh doses of
any such agent probably carry a greater risk of these reactions,
al though controlled clinical trials showng this do not exist in
nost cases. In considering the use of relatively | arge doses
(wi thin the recommended dosage range), sufficient benefit should
be anticipated to off-set the potential increased risk of G
toxicity.

Because serious @ tract ulceration and bl eedi ng can occur
w t hout warni ng synptons, physicians should follow chronically
treated patients for the signs and synptons of ul cerati on and
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bl eedi ng and should informthe patients of the inportance of this
fol |l ow up

PRECAUTI ONS

General Precautions

| npai red Renal or Hepatic Function: As with other nonsteroida
anti-inflamatory drugs, flurbiprofen should be used with caution
in patients with inpaired renal or hepatic function, or a history
of kidney or liver disease. Studies to assess the

phar macoki netics of flurbiprofen in patients with decreased |iver
function have not been done.

Renal Effects: Toxicology studies in rats have shown rena
papillary necrosis at dosage | evels equivalent on a ng/ kg basis
to those used clinically in humans. Simlar findings were seen in
nonkeys gi ven high doses (50 to 100 ng/ kg, or approximately 20 to
40 times the human therapeutic dose) for 90 days.

In clinical studies, kidney function tests were done at
| east nonthly in patients taking flurbiprofen. In these studies,
renal effects of flurbiprofen were simlar to those seen with
ot her nonsteroidal anti-inflammatory drugs.

A second formof renal toxicity has been seen in patients
with prerenal conditions leading to a reduction in renal bl ood
flow or blood volune, where the renal prostagl andi ns have a
supportive role in the mai ntenance of renal perfusion. In these
patients admnistration of a nonsteroidal anti-inflammatory drug
may cause a dose-dependent reduction in prostaglandin formation,
whi ch may precipitate overt renal deconpensation. Patients at
greatest risk of this reaction are those with inpaired renal
function, heart failure, liver dysfunction, those taking
diuretics, and the elderly. D scontinuation of nonsteroidal
anti-inflammatory drug therapy is typically foll owed by recovery
to the pretreatnment state. Those patients at high risk who
chronical ly take flurbiprofen should have renal function
monitored if they have signs or synptons that may be consi stent
with mld azotema, such as nalaise, fatigue, |oss of appetite,
etc. Cccasional patients may devel op sone el evation of serum
creatinine and BUN | evel s wi thout signs or synptons.

The elimnation half-life of flurbiprofen was unchanged in
patients with end stage renal disease (ESRD). Fl urbi profen
nmetabolites are primarily elimnated by the kidneys and
elimnation of 4'-hydroxy-flurbiprofen was narkedly reduced in
ESRD patients. Therefore, patients with significantly inpaired
renal function may require a reduction of dosage to avoid
accurmul ation of flurbiprofen nmetabolites and shoul d be nonitored.
(See al so the CLIN CAL PHARVACOLOGY section.)
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Liver Tests: As with other nonsteroidal anti-inflamratory drugs,
borderline el evations of one or nore liver tests may occur in up
to 15%of patients. These abnornalities may progress, nay renain
essential |y unchanged, or nay di sappear w th conti nued therapy.
The ALT (SGPT) test is probably the nost sensitive indicator of
[iver injury. Meaningful (3 tinmes the upper limt of nornal)

el evations of ALT or AST (SQOI) have been reported in controlled
clinical trials in less than 1%of patients. A patient with
synptons and/or signs suggesting liver dysfunction, or in whom an
abnormal liver test has occurred, should be eval uated for

evi dence of the devel opnment of a nore severe hepatic reaction
while on therapy with flurbiprofen.

Anem a: Anema is comonly observed in rheumatoid arthritis and
IS sonetimes aggravated by nonsteroidal anti-inflamratory drugs,
whi ch may produce fluid retention or mnor gastrointestinal bl ood
loss in sonme patients. Therefore, patients who have initial
henogl obi n val ues of 10 g/dL or less, and who are to receive

| ong-termtherapy, should have henogl obi n val ues det erm ned
peri odi cal ly.

Fluid Retention and Edema: Fluid retention and edena have been
reported; therefore, flurbiprofen should be used with caution in
patients with cardi ac deconpensation, hypertension, or simlar
condi ti ons.

Vi si on Changes: Blurred and/or di mnished vision has been
reported with the use of flurbiprofen and ot her nonsteroidal
anti-inflammatory drugs. Patients experiencing eye conplaints
shoul d have opht hal nol ogi ¢ exam nati ons.

Ef fect on Platel ets and Coagul ati on: Fl urbiprofen inhibits

col I agen-i nduced pl atel et aggregation. Prol ongation of bl eeding
tinme by flurbiprofen has been denonstrated in humans after single
and multiple oral doses. Patients who nay be adversely affected
by prol onged bl eedi ng time should be carefully observed when
flurbiprofen is adm ni st ered.

Information for Patients: Flurbiprofen, |ike other drugs of its
class, is not free of side effects. The side effects of these
drugs can cause disconfort and, rarely, there are nore serious
side effects, such as gastrointestinal bleeding, which may result
in hospitalization and even fatal outconmes. Nonsteroida
anti-inflamatory drugs are often essential agents in the
managenent of arthritis, but they also may be commonly enpl oyed
for conditions which are | ess serious. Physicians nay wi sh to
discuss with their patients the potential risks (see WARN NGS5
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PRECAUTI ONS, and ADVERSE REACTI ONS sections) and likely benefits
of nonsteroidal anti-inflamatory drug treatnent, particularly
when the drugs are used for |ess serious conditions where
treatnent wi thout such agents nmay represent an acceptabl e
alternative to both the patient and the physician

Drug Interactions

Ant aci ds: Admnistration of flurbiprofen tablets to vol unteers
under fasting conditions, or with antacid suspension, yielded
simlar serumflurbiprofen-tinme profiles in young subjects
(n=12). In geriatric subjects (n=7) there was a reduction in the
rate but not the extent of flurbiprofen absorption.

Ant i coagul ants: F urbiprofen, |ike other nonsteroida
anti-inflammatory drugs, has been shown to affect bl eeding
paraneters in patients receiving anticoagul ants, and serious
clinical bleeding has been reported. The physician shoul d be
cautious when admnistering flurbiprofen to patients taking
anti coagul ant s.

Aspirin: Concurrent admnistration of aspirin and fl urbiprofen
resulted in 50% I ower serumflurbiprofen concentrations. This
effect of aspirin (which also | owers serumconcentrati ons of

ot her nonsteroidal anti-inflammatory drugs given with it) has
been denonstrated in patients with rheumatoid arthritis (n=15) as
wel | as normal volunteers (n=16). Concurrent use of fl urbiprofen
and aspirin is therefore not recomended.

Bet a- adrenergi ¢ Bl ocki ng Agents: The effect of flurbiprofen on
bl ood pressure response to propranol ol and atenol ol was eval uat ed
innmen with mld unconplicated hypertension (n=10). Fl urbi profen
pretreatnment attenuated the hypotensive effect of a single dose
of propranolol but not atenolol. Flurbiprofen did not appear to
affect the beta-bl ocker-nedi ated reduction in heart rate.

Fl urbi profen did not affect the pharnmacokinetic profile of either
drug, and the mechani smunderlying the interference with
propranol ol 's hypotensive effect is unknown. Patients taking both
flurbi profen and a bet a- bl ocker should be nonitored to ensure
that a satisfactory hypotensive effect is achieved.

Cinmetidine, Ranitidine: In normal volunteers (n=9), pretreatnment
with cinetidine or ranitidine did not affect fl urbiprofen

phar macoki neti cs, except that a small (13% but statistically
significant increase in the area under the serum concentration
curve of flurbiprofen resulted with cinetidine.

Di goxi n: Studies of concomtant admnistration of flurbiprofen



Fl ur bi profen Tabl ets USP Label i ng Qui dance
Page 7 Revi sed January 1994

and digoxin to healthy nmen (n=14) did not show a change in the
steady state serumlevels of either drug.

Diuretics: Studies in normal vol unteers have shown that
flurbiprofen, |ike other nonsteroidal anti-inflamratory drugs,
can interfere with the effects of furosemde. A though results
have varied fromstudy to study, effects have been shown on
furosemde-stinul ated diuresis, natriuresis, and kaliuresis.

G her nonsteroidal anti-inflammatory drugs that inhibit
prost agl andi n synt hesi s have been shown to interfere with
thiazide diuretics in sone studies, and w th potassiumsparing
diuretics. Patients receiving flurbiprofen and furosem de or
other diuretics should be observed closely to determne if the
desired effect is obtained.

Oral Hypoglycem ¢ Agents: In one study, flurbiprofen was given to
adul t di abetics who were already receiving glyburide (n=4),
metformn (n=2), chlorpropamde with phenformn (n=3), or

gl yburide with phenformn (n=6). A though there was a slight
reduction in bl ood sugar concentrations during concomtant

adm ni stration of flurbiprofen and hypogl ycemc agents, there

were no signs or synptons of hypogl ycem a.

Car ci nogenesi s, Miutagenesis, Inpairnent of Fertility

An 80-week study in mce at doses of 2, 5, and 12/ ny/kg/day
and a 2-year study in rats at doses of 0.5, 2, and 4 ny/kg/ day
did not show evidence of carcinogenicity at maxi rumtol erated
doses of fl urbiprofen

Fl urbiprofen did not inpair the fertility of nale or female
rats treated orally at 2.25 ng/kg/day for 65 days and 16 days,
respectively, before mating.

Teratogeni ¢ Effects: Pregnancy Category B

In teratol ogy studies flurbiprofen, given to mce in doses
up to 12 ng/ kg/day, to rats in doses up to 25 ng/kg/day, and to
rabbits in doses up to 7.5 ng/kg/day, showed no teratogenic
effects.

Because there are no adequate and wel |l -controlled studies in
pregnant wonen, and ani nal teratol ogy studies do not always
predi ct human response, flurbiprofen is not reconmended for use
i n pregnancy.

Labor and Delivery: Flurbiprofen' s effects on | abor and delivery
in wonen are not known. As with other drugs known to inhibit
prost agl andi n synthesis, an increased incidence of dystocia and
del ayed parturition occurred in rats treated throughout
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pregnancy. Because of the known effects of

prost agl andi n-i nhi biting drugs on the fetal cardiovascul ar system
(closure of the ductus arteriosus), use of flurbiprofen during

| ate pregnancy is not recomended.

Nur si ng Mot hers: Concentrations of flurbiprofen in breast mlk
and plasma of nursing nothers suggested that a nursing infant
coul d recei ve approximately 0.10 ng flurbiprofen per day in the
established mlk of a woman taking 200 ny/ day. Because of
possi bl e adverse effects of prostagl andi n-i nhibiting drugs on
neonates, flurbiprofen is not recommended for use in nursing
not hers.

Pedi atric Use: Safety and effectiveness in children have not been
est abl i shed.

ADVERSE REACTI ONS

Adverse reaction information was derived frompatients who
recei ved flurbiprofen in blinded-controlled and open-I abe
clinical trials, and fromworl dw de nmarketing experi ence and from
publications. In the description below, rates of the nore commobn
events (greater than 1% and many of the | ess common events (I ess
than 1% represent clinical study results. For rarer events that
were derived principally fromworl dw de marketing experience and
the literature (printed in italics), accurate rate estinates are
general | y i npossi bl e.

O the 4123 patients in prenarketing studies, 2954 were
treated for at least 1 nonth, 1448 for at least 3 nonths, 948 for
at least 6 nonths, 356 for at |least 1 year, and 100 for at | east
2 years. O the 4123 patients, 9.4%dropped out of the studies
because of an adverse drug reaction, principally involving the
gastrointestinal tract (5.8% central nervous system and speci al
senses (1.4%, skin (0.6% and genitourinary tract (0.5%.

| nci dence Greater Than 1%

An asterisk after a reaction identifies reactions which
occurred in 3 to 9%of patients treated with fl urbiprofen.
Reactions occurring in 1 to 3%of the patients are unnarked.

Gastrointestinal: Dyspepsia*, diarrhea*, abdom nal pain*,
nausea*, constipation, G bleeding, flatulence, elevated Iiver
enzynes, and vom ting.

Central Nervous System Headache*, nervousness, and ot her
mani festations of ONS "stimulation" (e.g., anxiety, insomia,
refl exes increased, and trenor), and synptons associated with ONS
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"inhibition" (e.g., amesia, asthenia, somol ence, nal ai se, and
depr essi on).

Respiratory: Rhinitis.
Der mat ol ogi cal : Rash.
Speci al Senses: D zziness, tinnitus, and changes in vision

Genitourinary: Signs and synptons suggesting urinary tract
i nfection*.

Body as a Wol e: Edena*.
Met abol i c/Nutritional: Body wei ght changes.

| nci dence Less Than 1%
(Causal Rel ationship Probable)

The reactions listed in this category occurred in <1% of
patients in the clinical trials or were reported during
post mar keti ng experi ence fromother countries. Adverse reactions
reported only in worl dwi de postnarketing experience or the
literature (which presumably indicates that they are rarer) are
italicized.

Gastrointestinal: Peptic ulcer disease (see also WARNI NGS, Ri sk
of Gastrointestinal (@) Ucerations, Bleeding and Perforation
with Nonsteroidal Anti-inflammatory Therapy), gastritis, bloody
diarrhea, stomatitis, esophageal disease, hematenesis, and
hepatitis; cholestatic and non-chol estatic jaundice.

Central Nervous System Ataxia, cerebrovascul ar ischem a,
confusion, paresthesia, and tw tching.

Hemat ol ogi c: Decrease in henogl obin and hematocrit, iron
deficiency anema, henolytic anem a and aplastic anem a;

| eukopeni a; eosi nophilia; ecchynosis and t hronbocyt openi a. (see
al so PRECAUTI ONS, Effect on Platelets and Coagul ation.)

Respiratory: Asthma and epi staxis.

Der mat ol ogi cal : Angi oedenma, urticaria, eczena, and pruritus;
phot osensitivity, toxic epidermal necrolysis, and exfoliative
dermatitis.

Speci al Senses: Conjunctivitis and parosm a.
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CGenitourinary: Hematuria and renal failure; interstititial
nephritis.

Body as a whole: Chills and fever; anaphyl actic reaction.
Met abol i c/Nutritional: Hyperuricem a.

Cardi ovascul ar: Heart failure, hypertension, vascul ar di seases
and vasodi | ati on.

| nci dence Less Than 1%
(Causal Rel ati onshi p Unknown)

The follow ng reactions have been reported in patients
taki ng fl urbiprofen under circunstances that do not permt a
clear attribution of the reaction to flurbiprofen. These
reactions are being included as alerting information for
physi ci ans. Adverse reactions reported only in worl dw de
post mar keti ng experience or the literature (which presumably
indicates that they are rarer) are italicized.

Gastrointestinal: Periodontal abscess, appetite changes,
chol ecystitis, and dry nouth.

Central Nervous System Convul sion, neningitis, hypertonia,
cerebrovascul ar accident, enotional lability, and subarachnoid
henor r hage.

Hemat ol ogi c: Lynphadenopat hy.

Respiratory: Bronchitis, laryngitis, dyspnea, pul nonary enbolism
pul ronary infarct, and hyperventil ation.

Der mat ol ogi cal: Al opecia, nail disorder, herpes sinplex, zoster
dry skin, and sweati ng.

Speci al Senses: Ear di sease, corneal opacity, glaucona,
retrobul bar neuritis, changes in taste, and transient hearing
| oss; retinal henorrhage.

Geni tourinary: Menstrual disturbances, vaginal and uterine
henorrhage, vul vovaginitis, and prostate di sease.

Met abol i c/ Nutritional: Hyperkal ema

Car di ovascul ar: Arrhythm as, angi na pectoris, and nyocardi a
i nfarction.
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Muscul oskel et al : Mast heni a
DRUG ABUSE AND DEPENDENCE

No drug abuse or drug dependence has been observed wth
f1 urbi profen.

OVERDGSAGE

| nformati on on overdosage is available for 13 children and
12 adults. N ne of the 13 children were |l ess than 6 years ol d.
Drowsi ness occurred after doses of 150 to 800 ng in 3 of these
young children (with dilated pupils in 1), and in a 2-year-old
who al so had sem -consci ousness, pinpoint pupils, di mnished
tone, and elevated liver enzymes. Qher children who ingested
doses of 200 ng to 2.5 g showed no synpt ons.

Anong the adults, a 70-year-old man with a history of
chroni ¢ obstructive airway di sease di ed. Toxicol ogi cal analysis
showed acute fl urbi profen overdose and a bl ood et hanol
concentration of 100 ng/dL. In the other cases, synptons were as
follows: coma and respiratory depression after 3 to 6 g;
drowsi ness, nausea and epigastric pain after 2.5 to 5 g;
epigastric pain and dizziness after 3 g; headache and nausea
after < 2 g; agitation after 1.5 g; and drowsiness after 1 g. One
patient, who took 200 to 400 ng flurbiprofen and 2.4 g
fenoprofen, had disorientation and di plopia. Three adults had no
synptons after 3 to 5 g flurbiprofen

Treat nent of an overdose: the stonach should be enptied by
vomting or |lavage, though little drug will likely be recovered
if nore than an hour has el apsed since ingestion. Supportive
treatnent should be instituted as necessary. Sone patients have
been gi ven suppl enental oral or intravenous fluids and required
no ot her treatnent.

In mce, the flurbiprofen LD 5, was 750 ng/ kg when
admnistered orally and 200 ng/ kg when adm ni st er ed
intraperitoneally. The primary signs of toxicity were
prostration, ataxia, loss of righting reflex, |abored
respiration, twtches, convul sions, ONS depression, and spl ayed
hind linbs. In rats, the flurbiprofen LD , was 160 ng/ kg when
admnistered orally and 400 ng/ kg when adm ni st ered
intraperitoneally. The primary signs of toxicity were trenors,
convul sions, |abored respiration, and prostration. These were
observed nostly in the intraperitoneal studies.

DCSAGE AND ADM NI STRATI ON

Fl urbi profen tablets are admni stered orally.
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Rheumatoid arthritis and osteoarthritis: Recommended
starting dose is 200 to 300 ng total daily dose adm ni stered Bl D
TID, or QD (Mst experience in rheumatoid arthritis has been
with TID or QD dosage.) The | argest recommended single dose in a
mul tiple-dose daily reginen is 100 ng. The dose shoul d be
tailored to each patient according to the severity of the
synptons and the response to therapy.

Al though a few patients have received hi gher doses, doses
above 300 ng per day are not recommended until nore clinical
experience with flurbiprofen is obtained.

HOW SUPPLI ED

- Est abl i shed nane

-Dosage formand strength

- Col or, shape, debossing, scoring

- Packagi ng

-NDC #

- Recommended storage conditions and di spensi ng reconmendat i ons
Caution: Federal |aw prohibits dispensing w thout prescription.
Nanme and pl ace of business of manufacturer and/or distributor.
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